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effectiveness study.
Study sample
Power calculations demonstrated that a sample of at least 110 participants per treatment arm was required to find a difference in the Quality of Life Scale score (QLS) of 5 points, assuming a statistical power of 80%, 95% confidence, 2-tailed assumptions and a follow-up rate of 75%. Initially, 275 patients were referred from the five centres. Of these, 9 (3%) were ineligible, 1 (0.4%) was unable to give consent and 36 (13%) refused consent, while 2 psychiatrists withdrew one referral each (1%). Overall, 227 patients (referred by 73 psychiatrists) were randomly assigned to the FGA group (n=118) and to the SGA group (109).
Study design
The analysis was based on a multi-centre, rater-blinded, randomised controlled trial. The patients were followed up at baseline, and at 12, 26 and 52 weeks. They were assumed to have been lost to follow-up if they missed a minimum of four visits. At the end of the 52 weeks, 3 patients in each group had died, 11 (5%) were lost to follow-up and 22 (10%) were removed from the study.
Randomisation was achieved after baseline assessment through a distant telephone service. Stratification was conducted per treatment centre and the patients were randomised using commuted blocks within strata. Clinicians blinded to the intervention conducted assessments at baseline, 12, 26 and 52 weeks. Blinding was achieved by isolating assessors and obstructing their contact with team members, by applying passwords for electronic data, by encrypting e-mails for randomisation, by avoiding discussions about patients with research teams, and by keeping case report forms inaccessible.
Analysis of effectiveness
The analysis was conducted on an intention to treat basis. Those lost to follow-up were accounted for using multiple imputations. Data were analysed using SPSS for Windows 10 (SPSS Inc., Chicago) and Stata Version 7 (StataCorp, College Station). The statistical analysis demonstrated that the patient groups were comparable in terms of their demographic and clinical characteristics. The secondary outcomes included: patient syndromes, as assessed using the Positive and Negative Syndrome Scale score; the Calgary Depression Scale score; participant attitudes and adherence ratings; the Global Assessment of Functioning Scale score; the Adverse Effects Rating Scale scores; and cases of polypharmacy.
In addition, the participants' satisfaction with the new antipsychotic medication was assessed at 12 and 52 weeks.
Effectiveness results
The analysis demonstrated that the intervention groups had no statistical differences in health outcomes. Differences in patient satisfaction between the two groups were assessed using the Mann-Whitney test, which demonstrated that the patients were indifferent to drug treatment.
Similarly, in relation to polypharmacy, differences between the two groups before randomisation and at 52 weeks were not statistically significant. In addition, even though more patients in the SGA group continued with the assigned treatment than those in the FGA group, the difference was not statistically significant (65% versus 54%; p=0.1).
